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Brief Summary 


Ft gta is omg in patients with 


known aller to the cephalosporin-class 

WARNINGS. BEFORE THERAPY WITH CEFOBID I SI INSTITUTED, CARE- 
FUL INQUIRY SHOULD BE MADE TO DETERMINE WHETHER THE PA- 
TIENT HAS HAD PREVIOUS HYPERSENSITIVITY rene ies Lt 

CEPHALOSPORINS, PENICILLINS OR OTHER DRUGS. THIS 

SHOULD BE GIVEN CAUTIOUSLY TO PENICILLIN-SENSITIVE PATIENTS 


TED SOM' OF 

Y TO DRUGS. SERIOUS ACUTE HYPERSENSITIVITY REACTIONS 

MAY REQUIRE THE USE OF SUBCUTANEOUS EPINEPHRINE AND 
OTHER aoeees MEASURES 
PSE BRANOUS COLITIS HAS BEEN REPORTED WITH THE 
USE OF CE PHALOSPORIN S (AND OTHER BROAD-SPECTRUM ANTI- 
BIOTICS). THEREFORE. IT IS IMPORTANT TO CONSIDER ITS DIAGNOSIS 
a CaeNTS WHO DEVELOP DIARRHEA IN ASSOCIATION WITH ANTI- 

E 


: Although transient elevations of the BUN and serum cre- 
atinine have been observed, CEFOBID alone does nol appear to cause sig- 
nificant nephrotoxicity. However, concomitant administration of 

lycosides and other cephalosporins has caused nephrotoxicity 

CEFOBID is extensively excreted in bile. The serum half-lite of CEFOBID 
is increased 2-4 fold in patients with hepatic disease and/or biliary ob- 
struction. In general. total daily dosage above 4 g should not be necessary 
in such patients If higher dosages are used, serum concentrations should 
be monitored 

Because renal excretion is not the main route of elimination of CEFOBID 
(see CLINICAL PHARMACOLOGY). patients with renal failure require no 
adjustment in dosage when usual doses are administered When high doses 
of CEFOBID are used. concentrations of drug in the serum should be mon- 
itored periodically If evidence of accumulation exists. dosage should be de 
creased accordingly 

The hait-life of CEFOBID is reduced slightly during hemodialysis. Thus. 
dosing should be scheduled to follow a dialysis period in patients with both 
hepatic dysfunction and significant renal disease, CEFOBID dosage should 
not exceed 1-2 g daily without close monitoring of serum concentrations 

As with other antibiotics, Vitamin K deficiency has occurred rarely in pa- 
tients treated with CEFOBID. Those at risk include patients with a poor nu- 
tritional status, malabsorption states (e.g. cystic fibrosis). alcoholism, and 
patients on prolonged hyper-a fegimens (administered either 
intravenously of viaa naso- youbic tube). Prothrombin time should be mon- 
itored in these patients and exogenous Vitamin K administered as indicated 

Adisulfiram-like reaction characterized by flushing, sweating, headache 
and tachycardia has been reported when alcoho! (beer, wine) was ingested 
within 72 hours after CEFOBID administration Patients should be cau 
tioned about the ingestion of alcoholic beverages following the administra- 
tion of CEFOBID. A similar reaction has been reported with other 
cephalosporins 

Prolonged use of CEFOBID may result in the overgrowth of nonsuscep- 
tible organisms Careful observation of the patient is essential 

CEFOBID should be prescribed with caution in individuals with a history 
of gastrointestinal disease. particulary colitis 





A false-positive reaction for glucose in the urine may occur with Benedict's 
or Fehling’s solution 


" , Impairment of Fertility 
The maximum duration of CEFOBID animal toxicity studies 's six months 


in none of the in vivo or in vitro ic toxicology studies did CEFOBID 
show any mutagenic potential af either the chromosomal or subchromoso- 
mal level CEFOBID produced no impairment of fertility and had no effects 
on general reproductive performance or fetal development when adminis- 
tered subcutaneously at daily doses up to 500 to 1000 mg/kg prior to and 
during mating. and to pregnant female rats during gestation These doses 
are 10 to 20 times the estimated usual single clinical dose 

in B, Reproduction studies have 
been performed in mice. rats, and monkeys at doses up to 10 times the hu- 
man dose and have revealed no évidence of impaired fertility or harm to the 
fetus due to CEFOBID. There are, however, no adequate and well controlled 
Studies in pregnant women Because animal reproduction studies are not 
always predictive of human response, this drug should be used during 


regnancy only if clearly needed 
Usage in Nursing Mothers: _ low concentrations of CEFOBID are ex 
creted in se milk Although CEFOBID passes poorly into breast milk of 


nursing mothers, caution should be exercised when CEFOBID is adminis- 
tered to a nursing woman 
ic Use: Safety and effectiveness in children have not been 
established 
ADVERSE REACTIONS: In clinical studies the following adverse effects 
were obser ved and were considered to be related to CEFOBID therapy or un- 
certain etiology 
: As with all cephalosporins, hypersensitivity manifested 
by skin reactions (1 patient in 45), drug fever (1 in 260), or a change in 
Coombs’ test (1 in 60) has been reported. These reactions are more likely 
to occur in patients with a history of allergies, particularly to penicillin 
: As with other beta-lactam antibiotics, reversible neutropenia 
may occur with prolonged administration Slight decreases in neutrophil 
count (1 patient in 50) have been reported Decreased hemoglobins (1 in 
20) or hematocrits (1 in 20) have been reported, which is consistent with 
published literature on other cephalosporins Transient eosinophilia has 
occurred in 1 patient in 10 
: Of 1285 patients treated with cefoperazone in clinical trials one 
patient with a history of liver disease Geveloped significantly elevated liver 
function enzymes during CEFOBID therapy Clinical signs and symptoms of 
nonspecific hepatitis accompanied these increases. After CEFOBID therapy 
was discontinued, the patient's enzymes returned to pre-treatment levels 
and the symptomatology resolved. As with other antibiotics that achieve 
high bile levels, mild transient elevations of liver function enzymes have 
been observed in 5-10% of the patients receiving CEFOBID therapy. The 
relevance of these a. which were not accompanied by overt signs or 
soem eee oe dysfunction, has not been established 
Diarrhea or loose stools has been reported in 1 in 30 pa- 
tients. Most of these experiences have been mild or moderate in severity and 
Selt-limiting in nature. in all cases, these symptoms responded to sympto- 
matic therapy or ceased when cefoperazone therapy was stopped 
and vomiting have been reported rarely 
Symptoms of pseudomembranous Colitis can appear during or for sev- 
oon weeks ck ak, antibiotic therapy (see WARNINGS) 
Transient elevations of the BUN (1 in 16) and serum 
patty in 48) have been noted 
Local Reactions: CEFOBID is well tolerated following intramuscular 
administration a transient pain (1 in 140) may follow adminis- 
tration by this route When CEFOBID is administered by intravenous intu- 
sion some patients may develop phlebitis (1 in 120) at the infusion site 
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Briet Summary 
a For Intravenous or 
intramuscular Use 


; CEFOBID is int in patients with 


known aller to the cephalosporin-c -Class of ant 
WARNINGS. atom THERAPY WITH CEFOBID ‘S SINSTITUTED. CARE- 
FUL a oe ULD BE MADE TO DETERMINE WHETHER THE PA- 
TIENT HAS HAD ton a Gaah ene REACTIONS TO 
INS, PENICILLINS OR OTHER DRUGS. THIS PRODUCT 
IVEN CAUTIOUSLY TO PENICILLIN-SENSITIVE PATIENTS 


OF > 

ARLY TO DRUGS. SERIOUS ACUTE HYPERSENSITIVITY REACTIONS 
MAY REQUIRE THE i OF SUBCUTANEOUS EPINEPHRINE AND 
OTHER Pe E 
UDOMEM BRANOUS COLITIS HAS BEEN REPORTED WITH THE 


BIOTICS). THEREFORE IT IS IMPORTANT TO CONSIDER ITS DIAGNOSIS 
IN PATIENTS WHO DEVELOP DIARRHEA IN ASSOCIATION WITH ANTI- 
BIOTIC USE 
PRECAUTIONS: Although transient elevations of the BUN and serum cre- 
atinine have been obser ved, CEFOBID alone does not appear to cause sig- 
nificant nephrotoxicity. However, concomitant administration of 
aminoglycosides and other cephalosporins has caused nephrotoxicity. 

CEFOBID is extensively excreted in bile. The serum half-lite of CEFOBID 
is increased 2-4 fold in patients with hepatic disease and/or biliary ob- 
struction In general. total daily dosage above 4 g should not be necessary 
in such patients. If higher dosages are used. serum concentrations should 
be monitored 

Because renal excretion is not the main route of elimination of CEFOBID 
(see CLINICAL PHARMACOLOGY), patients with renal tailure require no 
adjustment in dosage when usual doses are administered When high doses 
of CEFOBID are used, concentrations of drug in the serum should be mon- 
itored periodically If evidence of accumulation exists. dosage should be de 
creased accordingly 

The half-life of CEFOBID is reduced slightly during hemodialysis. Thus, 

dosing should be scheduled to follow a dialysis period In patients with both 
hepatic dysfunction and significant renal disease, CEFOBID dosage should 
Not exceed 1-2 g daily without close monitoring of serum concentrations 

As with other antibiotics, Vitamin K deficiency has occurred rarely in pa- 
tients treated with CEFOBID. Those at risk include patients with a poor nu- 
tritional status, malabsorption states (e.g. cystic fibrosis), alcoholism, and 
patients on prolonged hyper-alimentation regimens (administered either 
intravenously or via a naso-gastric tube). Prothrombin time should be mon- 
itored in these patients and exogenous Vitamin K administered as indicated 

Adisulfiram-like reaction characterized by flushing, sweating, headache, 
and tachycardia has been reported when alcohol (beer, wine) was ingested 
within 72 hours after CEFOBID administration Patients should be cau- 
tioned about the ingestion of alcoholic beverages following the administra- 
tion of CEFOBID. A similar reaction has been reported with other 
cephalosporins 

Prolonged use of CEFOBID may result in the overgrowth of nonsuscep- 
tible organisms. Careful observation of the patient is essential 

CEFOBID should be prescribed with caution in individuals with a history 
of Se particulary colitis 


Laboratory Interactions 
A false-positive reaction for glucose in the urine may occur with Benedict's 


or Fehling’s solution 
, Impairment of Fertility 
The maximum duration of CEFOBID animal toxicity studies is six months 
in none of the in vivo of in vitro genetic toxicology studies did CEFOBID 
show any mutagenic potential at either the chromosomal or subchromoso- 
mal level. CEFOBID produced no impairment of fertility and had no effects 
on general reproductive performance or fetal development when adminis- 
tered subcutaneously at daily doses up to 500 to 1000 mg/kg prior to and 
during mating. and to pregnant temale rats during gestation These doses 
are 10 to 20 times the estimated usual single clinical dose 
Usage in Pregnancy: B, Reproduction studies have 
been performed in mice. rats, and monkeys at doses up to 10 times the hu- 
man dose and have revealed no évidence of impaired fertility or harm to the 
fetus due to CEFOBID There are, however, no adequate and well controlled 
Studies in pregnant women Because animal reproduction studies are not 
always predictive of human response, this drug should be used during 
fegnancy only if clearly needed 
in : Only low concentrations of CEFOBID are ex- 
creted in human milk Although CEFOBID passes poorly into breast milk of 
nursing mothers, caution should be exercised when CEFOBID is adminis- 
tered to a nursing woman 
Pediatric Use: Safety and effectiveness in children have not been 
established 
ADVERSE REACTIONS: In clinical studies the following adverse effects 
were obser ved and were considered to be related to CEFOBID therapy or un- 
certain etiology 
; As with all cephalosporins, hypersensitivity manifested 
by skin reactions (1 patient in 45), drug fever (1 in 260), or a change in 
Coombs test (1 in 60) has been reported. These reactions are more likely 
to occur in patients with a history of allergies, particularly to penicillin 
: As with other beta-lactam antibiotics, reversible neutropenia 
may occur with prolonged administration Slight decreases in neutrophil 
count (1 patient in 50) have been reported Decreased hemoglobins (1 in 
20) or hematocrits (1 in 20) have been reported, which is consistent with 
published literature on other cephalosporins. Transient philia has 
occurred in 1 patient in 10 
: Of 1285 patients treated with cefoperazone in clinical trials one 
patient with a history of liver disease developed significantly elevated liver 
ssnienenaynse Ouving CEFOBID therapy. Clinical signs and 5 He ptoms of 
Nonspecific hepatitis accompanied these increases. After CEFOBID therapy 
was discontinued. the patient's enzymes returned to pre-treatment levels 
and the symptomatology resolved. As with other an‘'biotics that achieve 
high bile levels, mild transient elevations of liver function enzymes 
been observed in 5-10% of the patients receiving CEFOBID therapy. The 
relevance of these findings. which were not accompanied by overt signs or 
ptoms of hepatic dystunction, has not been established 
Gestrointestinal: Diarrhea or loose stools has been reported in 1 in 30 pa- 
tients. Most of these experiences have been mild or moderate in severity and 
self-limiting in nature. In all cases, these symptoms responded to sympto- 
matic therapy or ceased when cefoperazone therapy was stopped sea 
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facilitator, 1039 (Nov) 
Lipman, Arthur G 
Editorial 
A new formulary statement and formulary 
service, 771 (Aug) 
A tribute, 1038 (Nov) 
Age: A growing P & T concern, 475 (May) 
Costs of care, 139 (Feb) 
Directions and trends, 1093 (Dec) 
Expanding our editorial expertise, 1114 (Dec) 
Formularies and the Feds: The alphabet soup 
expands, 941 (Oct) 
Philosophy and practice of the P & T 
mittee, 599 (June) 
Quality drug therapy at affordable costs, 673 
(July) 
TEFRA and the P & T Committee, 365 (Apr) 
The third annual Hospital Formulary 
Award, 241 (Mar) 
Therapeutic substitution, 841 (Sept) 
A journal with a mission, 11 (Jan) 
Lucarotti, Richard L.: See Lawlor, Michael ( 


Latiolais, Clifton J 
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McCormick, William C.: See Klapp. Deborah | 
McKenzie, Michael W.: See Russell. Wayne I 
McQuone, Michael; Salberg, Donald | 
Weintraub, Michael: P & T Committee round 
table discussion: Great Lakes region, 1116 (Dec) 
Meyer. John: The outlook for clinical pharmacy 
reimbursement. 175 (Feb) 
Mier. James W.: Management of metastatic car- 
cinoma of the lung, 856 (Sept) 
Minoxidil and captopril, 1059 (Nov) 
Madias. Nicolaos: See Hou, Susan 
Mirtallo. Jay M.; Joch.Lois; Fabri, Peter | 
requirements of patients receiving total par 
enteral nutrition, 57 (Jan) 
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Neidermeyer, Lois: See Faden, Howard 

Newton, Robert: See Salberg, Donald J. 

Nixon, Daniel W.,; Lawson, David H.: Nutritional 
support of the cancer patient, 616 (June) 

Nowaczyk, Diane: See Salberg, Donald J. 
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Oles, Karen S.: Pharmacokinetics in the aged Part 
I: Pharmacokinetic principles, 553 (May) 
Ouyang, Pamela: See Gerstenblith, Gary 
Owen, John A., Jr.: 
Editorial 
A public member of the P & T Committee, 
937 (Oct) 
Black October, 7 (Jan) 
Habeas corpus glibenclamide, 597 (June) 
L’Envoi, 1023 (Nov) 
One out of every eight, 671 (July) 
Patient information: An interim report, 359 
(Apr} 
Prospective reimbursement: Lifeboat drill, 
239 (Mar) 
Slack tide in the old think tank, 769 (Aug) 
The Bectel initiative, 839 (Sept) 
Under the volcano, 473 (May) 
What price the second guess? 137 (Feb) 
Owen, John A., Jr.: 
Focus on alprazolam, 950 (Oct) 
Focus on astemizole, 495 (May) 
Focus on ceruletide, 155 (Feb) 
Focus on chymopapain, 782 (Aug) 
Focus on cinoxacin, 248 (Mar) 
Focus on dazoxiben, 683 (July) 
Focus on guanabenz, 20 (Jan) 
Focus on guanfacine, 851 (Sept) 
Focus on praziquantel, 609 (June) 
Focus on previously reviewed drugs, 503 (May) 
Focus on triazolam, 384 (Apr) 


Role of the chairman in the P & T Committee, 
396 (Apr) 
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Painter, Michael J.: See Howrie, Denise L. 
Parfet, Donald R.: See Townsend, Raymond J. 


Rapp, Robert P,; Bivins, Brack A.: Final in-line 
filtration: Removal of contaminants from IV 
fluids and drugs, 1124 (Dec) 

Russell, Wayne L.: See Klapp, Deborah L. 

Russell, Wayne L.; McKenzie, Michael W.: Drug 
usage in newborn intensive care units, 625 
(June) 

Ryan, John L.; Francese, James, Jr.: Impact of par- 
enteral cephalosporin regulation on pharmacy 
costs, 510 (May) 
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Salbenblatt, Michael F.: See Townsend, Ray- 
mond J. 

Salberg, Donald J.: See McQuone, Michael 

Salberg, Donald J.; Leduc, David; Newton, 
Robert; Nowaczyk, Diane:Use of nonsteroidal 
anti-inflammatory drugs in a rheumatology 
outpatient clinic, 799 (Aug) 

Simmons, Steven M.: See Thomas, Selby G. 

Snyder, David W.: Clinical uses of calcium antag- 
onist agents, 541 (May) 

Spartz, M. Edward: See Townsend, Raymond J. 

Spector, Sheldon L.: The use of inhaled cortico- 
steroid aerosols in the treatment of asthma, 421 
(Apr) 

Standish, Richard: See Weintraub, Michael 

Standish, Richard C.: See Evans, Paula J. 

Stolar, Michael H.: The need to improve hospital 
investigational drug policies and procedures, 


79 (Jan) 
Szefler, Stanley: See Faden, Howard 
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Talano, James V.: Calcium antagonists in the 
treatment of supraventricular tachycardia, 258 
(Mar) 

Thomas, Selby G.; Diethelm, Arnold G.; Keith, 
Thomas D.; Simmons, Steven M.:Evaluating 
the quality of patient education in a self-medi- 
cation teaching program, 871 (Sept) 

Townsend, Raymond J.; Spartz, M. Edward; 
Fahrenbruch, Ronald W.;Salbenblatt, Michael 
F.; Parfet, Donald R.: Hospital labor cost savings 
in dispensing analgesics: Controlled versus 
noncontrolled, 716 (July) 


U 

Uhl, Henry S.M.: See Zarlengo, David G. 
V 

Volicer, Ladislav: See Binus, Gregory K. 
w 


Weber, Michael A.: See Drayer, Jan I.M. 

Weintraub, Michael: See McQuone, Michael 

Weintraub, Michael; Evans, Paula: Focus on ter- 
fenadine, 1107 (Dec) 

Weintraub, Michael; Standish, Richard: Focus 
on nabilone, 1033 (Nov) 

Weisfeldt, Myron L.: See Gerstenblith, Gary 


Zz 
Zarlengo, David G.; Uhl, Henry S.M.: Drug 


therapy: The geriatric patient, 196 (Feb) 
Zitelli, Basil J.: See Howrie, Denise L. 
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Now have someone read this to you. 


You are blind. A student. 
Facing four years of college. With 
about thirty-two textbooks to 
read. Plus fifty supplemental texts. 
How are you going to manage? 
With Recording for the Blind. 
Since 1951, we've helped over 53,000 blind, 
perceptually and physically handicapped 
students get through school. By sending 
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them recordings of the books they 
need to read. Free. 


Recording for the Blind is 


CLIMATE AND 


, F 
jl ——. non-profit, and supported by 
volunteers and contributions from 
people like you who can imagine 
whatit's like to be blind. 


Your tax-deductible donation 


will help our students meet their 
educational goals. We'd all be grateful. 


If you wantto know more 


about us, write: 


; FOR THE BLIND 
rd 


Recording for the Blind, Inc. 
M4 20 educational lifeline 


Station E, 215 East 58th Street 
New York, New York 10022, (212) 751-0860 








